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New England Compounding Center 
697 Waverly Street 
Framingham, 01702 


URGENT 

VOLUNTARY PRODUCT RECALL 


September 26, 2012 

Dear OSMC Outpatient Surgery Center, 

Product Description: Methylprednisolone Acetate (PF) 80 mg/mL Injection 

Lot Number: 05212012@68 
Quantity; 250 
Expiration: 11/17/2012 
Date Dispensed: 6/22/2012, 7/16/2012 

Lot Number: 06292012@26 
Quantity: 150 
Expiration; 12/26/2012 
Date Dispensed: 8/2/2012 

Lot Number: 08102012@51 
Quantity: 230 
Expiration: 02/06/2013 
Date Dispensed: 8/28/2012, 9/17/2012 


The above referenced product is being voluntarily recalled. The voluntary recall has been initiated due 
to the potential for foreign particulate matter within the vial. 

If you have any of the above iot(s) on hand, immediately segregate and quarantine the material. Please 
annotate on the attached form the current status of these lot(s) in your facility and fox the form to New 
England Compounding Center at 508-820-1616. Once the form has been returned to New England 
Compounding Center, we will contact you to arrange for return of all materials. 

We thank you for your cooperation, and apologize for any inconvenience. If you have further questions 
regarding this recall, please contact our Pharmacy Department at 800-994-6322. 


Sincerely, 

New England Compounding Center 

C 


OSM C ni9 R/L3 

DOJ NECC003529570 




OSMC- ni9 RAA 

DOJ NECC003529571 



03/26/2012 15:05 50B8201616 


NECC 


PAGE 03/03 


New England Compounding Center 
697 Waverly Street 
Framingham, 01702 

ft* 4tS -iJO-U/i 

VOLUNTARY PRODUCT RECALL RESPONSE FORM 


Lot Number: 05212012@68 
Quantity: 250 
Expiration: 11/17/2012 
Date Dispensed: 6/22/2012, 7/16/2012 

Lot Number: 06292012@26 
Quantity: 150 
Expiration: 12/26/2012 
Date Dispensed: S/2/2012 

Lot Number: 08102012@51 
Quantity: 230 
Expiration; 02/06/2013 
Date Dispensed; 8/28/2012, 9/17/2012 


} We do not have any of the above product remaining in our facility. 


(i} We have the following number vials of the above lot(s) remaining in ourfadlity. This material has 

J . .. j i * /Ji ,* , , . ss.j "3. m ji i 


been segregated and quarantined. 

Lot Number: 05212D12@6B 
Lot Number: 06292012@26 
Lot Number: 08102012(5)51 
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Name: 

Facility Name: 
Address: 

Signature: 
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^advancing pharmacy solutions 


To: OSMC Outpatient Surgery Center- Attn: Marcie 


Fax: 574-266-9409 


From: NECC (New England Compounding Center) 


Subject: Fed Ex Return Label 


Date: 10/1/12 


Number of Pages including coverpage : 3 


697 Waverly Street, Framingham, MA 01 702 I Phone: 800-994-6322 I Fax: 888-820-0583 I www.neecrx.com 
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Ffwn: (574) 266-4173 Oifgi, C; S8NA 

Msrcid 

OSMC OUTPATIENT SURGERY CENTER 
2310 CALIFORNIA ROAD 

ELKHART, IN 465 14 



Ji22Qtao7iso32S 

SHIP TO: (tHI) 994-S322 BILL GENDER 

Barry Cadden 

NEW ENGLAND COMPOUNDING CENTER 
697 WAVERLY STREET 


FRAMINGHAM, MA 01702 



Ship Data: D10CT12 

AdWgfcl.OLB 

GAD: 50B7M24NET33W 


DifivaryAddmf Bar Coda 



1 



Ref# 


RMA# 

Rotun Room 


7990 8549 0735 

mail 


RETURNS MON-FRI 
STANDARD OVERNIGHT 

01702 

MA-US 



5I5Q1SCC9JAM4 


1 , Select the 'Print' button to print 1 copy of each label. 

2 , The Return Shipment instructions, which provide your recipient wfth information on the returns process, will be printed with the label(s), 

3, After printing* select your next step by clicking one of the displayed buttons. 

MotetTo review or print individual labels, select the Label button under each label image above. 

uae of (his system constitutes your agreement to the service conditions in Uie current FedEx Service Guide, available on fedex.com. Fed Ex will not be 
responsible for any claim in excess of 5100 per package, whether the result of loss, damage, delay, non-dell very, misdelivery ,or misinformation, unless 
you declare a higher value, pay an additional charge, document your actual loss and file a titndy claim, Limitations found in toe current FedEx Service 
Guide apply. Your right to recover from FedEx tor any loss, Including Intrinsic value of the package, lose of safe*, income Interest profit, attorney's fees, 
costs, and other forms of damage whether direct, InddentaLeorvaequejittei, Or special I* limited to the greater of $1 00 or toe authorized declared value. 
Recovery cannol exceed actual documented loss Maximum for Items of extraordinary value <6 5500, e.g. Jewelry, precious metals, negotiable 
Instruments and other items listed in our ServkeGuWe. Witten claims must be filed within stria time limits, see current FedEx Service Guide, 


https://www.fedex.eom/shipping/html/en//PrintrFramc.htin] 
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Return Shipment Instructions 

FedBn. 

FedEx* Ro tu rp Shipment Inslrurtlcns 

PmiEx appreciates your business! Please And hatrucHori* bdow to he p you prepare yaur return. 


Prepare Your Package Wlfri Care. 

* Pack Item! in a fiturtfy btw using cushioning material? to kw them secure 

* Remox* erblpck out any old shipping laPelt, Including the original shipping Barcode. 

■ Seal the box with shipping tape. 

* Affix the return label to the oulolds gf the box. 

Ship Your Return Package By: 

* Including il wtlh your regularly fcchedutod pickup. 

* propping It oft at any FndEx locfltlrjfi. 

o Go to fadexcorn and cfc* lh* Locations llrk to find Ihn cfeswRi dngp ofllocslfon. 
o Cal) l.BOO. GopedEx 1*800.461333$ Lo find (ho ptowetdrop-ofl location 

* scheduling e pickup by calling f.BOT.GOFed Ex 1.800.463.3339. Rnqufl?i q “Return Manager’ or'PRP 4 
pickup for labels with '*G‘ w on "ExfniKj: Return" pickup tor label!! with '6 

- Scheduling * pickup by going to ftdoy.coni and selecting vchedulo r pickup from ship menu. 

' fhesae nota: FedEx Expose*, FedEx Ground* 1 - and FaJE* EXDroee' Freight pickups musl be scheduled 
separably, 


Helpful Hfnu 

* When you can to ichoduto a pickup. FedEx may request sorrto numbara printed bdowihc large bar 
code On the return-shipping label, so have the label with you, 

* li is not necssaarv to prairie a FedEx account number for a r&tum pickup. 

* For more irrTormadon about howto ©tup your rwum pnekdpe. go to redex-eomJr&tuim, 


Special Irttttuditma pOO-chnrftCtw limit). 
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https :// www.fedex.com/ shippmg/htm]/en//PtintIF rame. html 
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New England Compounding Center Issues 
Voluntary Nationwide Recall of All Products 


October 6, 2012 


New England Compounding Pharmacy, Inc. d/b/a New England Compounding Center 
(NECC) today announced a recall of all products currently in circulation that were 
compounded at and distributed from its facility in Framingham, Massachusetts. This action 
is being taken out of an abundance of caution due to the potential risk of contamination, and 
in cooperation with an investigation being conducted by the U.S. Food and Drug 
Administration, the Centers for Disease Control and Prevention and the Massachusetts 
Board of Registration in Pharmacy. The FDA had previously issued guidance for medical 
professionals that all products distributed by NECC should be retained and secured. While 
there is no indication at this time of any contamination in other NECC products, this recall 
is being taken as a precautionary measure. Products from NECC can be identified by 
markings that indicate New England Compounding Center by name or by its acronym 
(NECC), and/or the company logo shown above. A complete list of all products subject to 
this recall can be accessed on-line at neccrx.com. 

If you have any NECC products on hand, immediately segregate and quarantine the 
material. Please annotate on the attached form the current status of these lot(s) in your 
facility and fax the form to New England Compounding Center at 508-820-1616. Once the 
form has been returned to New England Compounding Center, we will contact you to 
arrange for return of all materials. 

We thank you for your cooperation, and apologize for any inconvenience. If you have 
further questions regarding this recall, please contact our Pharmacy Department at 800-994- 
6322. 

Sincerely, 

New England Compounding Center 
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New England Compounding Center 
697 Waverly Street 
Framingham, MA 01702 

VOLUNTARY PRODUCT RECALL RESPONSE FORM 


Name: 


Facility Name: 


Address: 


Signature: 


Date: 


( ) We do not have any of the below products remaining in our facility. 


( ) We have the following quantity of the below lot(s) remaining in our facility. This material has been segregated 
and quarantined. 


Medication 

Strength 

Size 

Device 

Lot # on Hand 

Qty. on 
Hand 
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2310 California Road 

Elkhart, IN 46514-1228 

Toll Free: 800-398-2058 

Phone: 574-264-0791 

FAX TRANSMISSION 

To: 


Web site: www.osmc.com 

Auditing 

Fax: 574-262-8536 

Business Operations 

Phone: 574-264-4163 

Fax: 574-262-9650 

Company: 

A llbO £ V\ 4 7t/v\ d (Wyv\ d?JVWY\ di ka, 7) 

Fax Number: 


0 i} o 

•S"0% - tT-O- K,<1* 

Phone Number: 


200 - 00H- 

Clinic 

Fax: 574-266-1649 

Facilities and Maintenance 
Fax: 574-266-5138 

From: 



Fax Number: 


A 

^ i — 7!. u? p “ 


Medical Documents 

Phone: 574-970-4468 

Phone Number: 


S~>H - Z(o £ - 

HU 3 

Fax: 574-262-5183 





Pain Management 

Fax: 574-262-2879 

Subject: 

fVo< 


(P L/W&-C- 

Rehab Services 
Phone:574-262-1828 

Pages: 

t 

f 1 

Fax: 574-266-4200 

Worker’s Compensation 
Phone: 574-264-3091 (A-L) 
574-970-4465 (M-Z) 

Fax: 574-266-9408 

Date and Time Sent: 

\( 

)1 lO/ll— 


Message: 


1 l 



Administration 
Fax; 574-970-1374 


OSMC Goshen 
1615 Winsted Drive 
Goshen, IN 46526 
Phone: 574-533-0300 
Fax: 574-971-4350 

OSMC Middlebury 

57938 SR 13 
Middlebury, IN 46540 
Phone: 574-825-8685 
Fax: 574-825-1256 



OSMC Nappanee 
3000 North Main Street 
Nappanee, IN 
Phone: 574-773-2499 
Fax: 574-773-5370 

Outpatient Surgery Center 
Phone: 574-266-4173 
Fax: 574-266-9409 


Orthopedic Services: R K. Ellis M.D., M.A. Klaassen M.D , L.J. Kibiloski M.D., C.W. Erekson M.D. 
D A. Culcliffe M.O , S J Trumble M.D , W.W Slevenson, III M.D., J.M Schramm M D., 

J. Benjamin Smucker, M.D., J M. Caldwell II, M.D , Deborah Maiden, FNP 
Pain Management: G.W. Grove M.D., D A. Beatty M.D. S J.D. Schrock M.D., C.M. Annis, M.D. 

Musculoskeletal/Sports Medicine: J.J. Mix M.D., J.A. Brake M D. 

Occupational Health/Urgent Care: S. B. Edwards M.D., M.P.H., Sara Hake, FNP-BC, Ph.D. 
Podiatry Services: S M. Henning, D.P.M , J.K Pagano, D.P.M. 


Confidentiality Notice: The documents accompanying this transmission contain confidential health information that is legally 
privileged. This information is intended only for the use of the individual or entity named above. The authorized recipient o f this 
information is prohibited from disclosing this information to any other party unless required to do so by law or regulation and is required 
to destroy the information after its stated need has been fulfilled. 

If you are not the intended recipient, you are hereby notified that any disclosure, copying, distribution, or action taken in reliance on the 
contents of these documents is strictly prohibited. If you have received this information in error, please notify the sender immediately 
and arrange for the return or destruction of these documents. 


The Hand Institute - Center for Sports Medicine - Knee & Hip Center • Back & Spine Center ■ Foot & Ankle • Work Injury Care Center -The Pain Management Center 
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Osmc 100 company fax printable doc 
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Message Confirmtion Report 


Name/ Number 
Page 

Start Time 
Elapsed Time 
Mode 
Results 


OCT-08-2012 05:14 PM MON 

Fax Number : 574 266 9409 

Name : fisc 


15088201616 

0 

OCT-08-2012 05: 13PM MON 

00 ' 00 " 

STD G3 
[No Answer] 



PSMCI 


23)0 California Rood 
Elkhart, IN 46514*1220 
Toll Froa 50Q-3M-205H 
Phono 574-204-0701 
Wab silo wvw.ocmc.com 

Auditing 

Fox 574-252*5536 

fluslnoi* Operations 
Phone- 574*25^4163 
Fax 574-232*0660 


FAX TRANSMISSION 


4ia/ J v ~7 


Tor 

Company; 

Fax Number; 
Phone Number: 



<SlO - 1 Lp \ W? 
&rrv 'VKl j 


criok 

Fax 574*260*1649 

Msdlcnl QocurvwnL* 
Phono - 674*970-4486 
Fax 574*292-5153 

PiWn MoiiBgomont 
Fax 574*254*6961 


From: 

O^fAc. OuJrpV rtLfX 

Fax Number: 

S'M- 

Phone Number: 

‘Slu 


Rofiab 3orvfea* 

Phono. 574-202*1036 
Fax 574*266-4200 

Workor’* Cofpponiatlon 
Phono - 574-264-3091 (A-L) 
574-97 0-4 4 65 (M*2) 
Fax 574*266*9406 


Subject: 

Pages: 

Date and Time Sent: 


Administration 
Fax 574-970*1374 

OSWC East 
B01 Wayne Slreol 
MJddlobury. IN 46640 
Phono 574*02 5-B8SB 
Fax 574-025-1256 

OSMC South 
3000 North Wain Slraoi 
Nappanw, IN 
Phono 574*773-2400 
Fax 37 4-773-5370 


Outpatient Surgvry Cantor 
Phono - $74 -266-4173 
Fa* 374-266*0400 


Message; 


Orthopmle Sorvtcaai ft.K Blit M LC-.mapo MO.M4 KJIOihA H O , L J KJhioiW U 0 „ Q A Pc ytf M D 
C W £r«kw M.O t D>. C«ld Pa M D , 0 J TnimM MD.WW Sianruon. Ill MO 
Pain Hanaaainaat QM, Gro* M-0 , 0-4 Oootly H o 
Nutoutoikalvuiaporu Uwflelnt; jj. MU M O , J. A draka M 0 
Oo*m»ptk»rml hcxlltu P.M Barger. Jj D 


Confidentiality Notlco: The documents accompanying this Lranarntobh contain conlidenltal health information ihat Is locally 
pnvlfagod. This information is inlonded only for the use of ihe Individual or eniHy named above The authorized recipient of this ' 
Informe lion la prohibited frorp disclosing UTia Information to any other party unless required 10 do so by law or regulation and Id required 
lo destroy Iho informsflon afler lie Glolod need haa been fulfilled 

If you arts no l Ihe Intended recipient, you. are horoby no U Red that pny disclosure, copying,, d Is irtbuilpn, pr action taken Jn re fence on l he 
contents of those documents h slriclly prohibited, If you have resolved thin Information In error* please noUfy ihe sender immediately 

ana orrongo for tho rolurn or deslaicUon of ihoso documanis. 


Th. hum Ir~ii*i. - w aptnf ttrttoint * K« 4 ul P c„ lT , - But t *4*. . rf«t a *r*H * Wart inlmr C.r. .-pv* >*»***.*, ,r,l e.,,'., 
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New England Compounding Center 
697 Waverly Street 
Framingham, MA 01702 


VOLUNTARY PRODUCT RECALL RESPONSE FORM 


X 


w? do not have any of the below products remaining in our facility. 


( ) We have the following number vials of the below tot(s) remaining In our facility. This material has been 
segregated and quarantined. 


Medication 

Strength 

Preserved (P) / 
Preservative Free 
(PF) 

Lot Number 

Quantity on Hand 

Methylprednisolone Acetate 

40 mg/ml 

PF 

05012012@74 





0&0820l2(g)63 





07052012034 





08132012(2)38 


Methylprednisolone Acetate 

40 mg/ml 

P 

04242O12@91 





0627201207 





0308201 2@ 103 


Methylprednisolone Acetate 

80 mg/ml 

PF 

041620120108 « 





0501201 2@ 74 





0608201 2@ 63 





07052012034 





0B132012(fp38 


Methylprednisolone Acetate 

80 mg/ml 

P 

04062012(2)44 





05222012@13 





07302012(5)72 



The above lots are in addition to the following three lots previously recalled: 


Methylprednisolone Acetate 

80 mg/ml 

PF 

05212012068 





06292012026 





08102012@51 



Name: 

Facility Name: 
Address; 


Signature: 


ilik- %SN 
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BAX TRANSMISSION 



Outpatient Surgery Center 


2310 California Road, Suite B 
Elkhart, IN 46514-1228 
Phone: 574-266-4173 
Toll Free: 800-398-2058 
Fax: 574-262-9650 
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Confidentiality Notice: The documents accompanying this transmission contain confidential health 
information that is legally privileged. This information is intended only for the use of the individual entity 
named above. The authorized recipient of this information is prohibited from disclosing this information to any 
other party unless required to do so be law or regulation and is required to destroy the information after its 
stated need has been fulfilled. 

If you are not the intended recipient, you are hereby notified that any disclosure, copying, distribution, or action 
taken in reliance on the contents of these documents is strictly prohibited, If you have received this information 
in error, please notify the sender immediately and arrange for the return or destruction of these documents. 

Physician Care ❖ Surgery Care ❖ Therapy Care 
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FecOss, 

FedEx* ftgtmti Shipment Ingtructtoiis 

PedEx appreciate ytmr business! Please find Inrtniellens below to ftalp yeti prepare yoOr return, 


Prepare Your F'ackaga With Care, 

* Feclc rtnms in a sturdy box irelnD ajfthitming materials to keep seeure. 

+ Petrova dr black out any old shipping lebeK, Irraludkig the original fchipptng fcercode. 

* Seal the box with shipping tope, 

* Affix Ihg rotuin Label ie the outside of the bo*. 

Ship Yoor Return Package By; 

* including )i with your r^gularfy scheduled pickup, 

* Dropping it ofT at ary FedEx Ionian. 

o Go Id retiex.com end clink lb* Locxlfom rink to find lh* cfatncl dmp off location . 

o Call I.eOQ. GaFedEx 1,600,463.3339 lofind hie efoMet lo«h’cn. 

- Scheduling * pickup by calling UOdOoFedEx 1,000,463.3338. Request * "Return Manager" or "PRP 1 ' { 

pickup fix bbr.K wfih “G* or an “Express Return" pickup for labels vHih 

- Scheduling n pickup by going to fedkx t com end sslncdinfljcljetkjt^a pickup (ram ship menu. I 

f Please note- FedEx Express*, F«Cx Oound'’' endfFedEx Express® ^talght pickups rrtust be scheduled j 

SOpprplely, r j 


Helpful Hints J 

■ When you call (o schodu lo a piokvp, FedEx may request soma numbers printed oolow tho largo bo; i 

code on ihe return -shaping label, ao hove the letrel with you, [ 

■ It In nol noeoaaory to provide n Fad^x account number for a rstum pickup. i 

* F of mam Inform alien about how to ship your rttfum package, go to fbdex.eomfretHrng. J 

I 

Sfmeinl InsiUuctiens Uf)0-cheracter limit); j 
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